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DETAILED ACTION 

This office action is in response to the Request for Continued Examination filed 
June 5, 2007. All previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 103 - Obviousness (New Rejections) 

1) Claims 10-11, 18-24 and 26-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roreger et al. (US 5,456,745). 

Roreger et al. disclose hydrophilic gel films that may be used to deliver active 
substances via the mucous membrane (col. 10, lines 31-35). The films comprise water- 
soluble polymers such as carboxymethylcelluloses, hydroxyethyl cellulose, 
hydroxypropyl cellulose and karaya gum, which comprise 0.5 to 30% of the films. The 
films may comprise one or more active substances, which comprises 0 to 50% of the 
films (col. 1, lines 19-55). The substances include systemic actives such as nicotine 
(col. 11, lines 20-22) and essential oils such as peppermint (col. 12, line 1). Moisturizers 
such as glycerol and sorbitol (a sweetener) are included in the films, which comprise 
0.1% to 20% of the films. Auxiliaries comprise 0 to 75% of the films. Surfactants such as 
polyethylene glycol fatty acid ester, polyethylene glycol fatty alcohol ether, or 
polyethylene glycol-sorbitan-fatty acid esters and/or softeners, such as glycerol 
diacetate, which is a surfactant, may be included in the films (col. 3, line 53 to col. 4, line 
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7). When a softener and a surfactant are used, the combination may be considered two 
surfactants. Other auxiliaries include thickeners such as polyvinyl pyrrolidone; tackifiers 
such as natural gums, sugar and honey (col. 7, lines 55-61); penetration accelerators 
such as fatty acid salts of multivalent metals, betaine and alkyl sulphates; preserving 
agents such as propylene glycol; and cross-linking agents such as multivalent acids 
including tartrate and citrate ions. The films are dried to their desired thickness (col. 8, 
lines 35-40). 

The reference differs from the instant claims insofar as it does not disclose an 
example with all of the components! 

It is prima facie obviousness to select a known material based on its suitability for 
its intended use. See Sinclair & Carroll Co. v. Interchemical Corp., 325 U.S. 327, 65 
USPQ 297 (1945). Also, established precedent holds that it is generally obvious to add 
known ingredients to known compositions with the expectation of obtaining their known 
function. See, e.g., In re Under, 457 F.2d 506, 507 (CCPA 1972); see also In re Dial, 
326 F.2d 430, 432 (CCPA 1964). It would have been obvious to one of ordinary skill in 
the art to have used the auxiliary agents such as surfactants, softeners, cross-linking 
agents and tackifiers or mixtures of active agents such as nicotine and peppermint oil in 
the films of the reference motivated by the desire to obtain their known function such as 
the surfactants' solubilizing function, the honey's tackifier function (also a sweetener), 
the peppermint oil for its therapeutic function (also a flavoring) and nicotine for its 
therapeutic function as disclosed by the reference and supported by case law. 
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2) Claims 12-17 and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roreger et al. (US 5,456,745) in view of Inoue et al. (US 4,772,470). 

The primary reference is discussed above. The reference differs from the instant 
claims insofar as it does not disclose the thickness of the film or that a coloring agent 
may be used in the films. 

Inoue et al. discloses oral bandages and oral preparations. The preparations 
comprise an adhesive film comprising a drug. The thickness of the resulting film is 
preferably adjusted to a range of from 5 to 100 micrometers by controlling the amount of 
the casting solution, and the like. If a film thickness is less than 5 micrometers it is 
difficult to obtain sufficient adhesion. A film having a thickness exceeding 100 
micrometers tends to produce a feeling foreign to the mouth and to impair softness of 
the film (col. 8, lines 11-17). Other additives are added to the compositions such as 
flavoring and coloring matter (col. 10, lines 5-10). The reference differs from the instant 
claims insofar as it does not disclose nicotine in the compositions. 

It would have been obvious to one of ordinary skill in the art to have adjusted the 
thickness parameters of the films to between 5 to 100 micrometers in the primary 
reference motivated by the desire to obtain sufficient adhesion while not producing a 
film that has a foreign feeling in the mouth, as disclosed by the secondary reference. 
(Note that this is the same reason preferred by Applicant. See Remarks of the 
Amendment filed October 16, 2006, page 1 1 , lines 5-6 from the bottom.) 
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Claim Rejections - 35 USC S 103 - Obviousness (Previous Rejections) 

1) Claims 24-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keith et al. (US 4,764,378) in view of Acharya (US 5,686,094). The rejection is 
maintained. 

Applicant has not supplied an argument or has not made reference to the 
previously filed remarks in the After final amendment filed May 4, 2007 in view of the 
Examiner's remarks in the Advisory Action, therefore the rejection is maintained. 

2) Claim 20 is rejected under 35 U.S.C, 103(a) as being unpatentable over Keith 
et al. (US 4,764,378) in view of Story et al. (US 4,944,949). The rejection is maintained. 

Applicant has not supplied an argument or has not made reference to the 
previously filed remarks in the After final amendment filed May 4, 2007 in view of the 
Examiner's remarks in the Advisory Action, therefore the rejection is maintained. 

3) Claims 28-29, 31, 33-35, and 38-40 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Keith et al. (US 4,764,378) in view of Inoue et al. (US 
4,772,470). The rejection is maintained and further applied to claims 53-56. 

Applicant has not supplied an argument or has not made reference to the 
previously filed remarks in the After final amendment filed May 4, 2007 in view of the 
Examiner's remarks in the Advisory Action, therefore the rejection is maintained. 
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4) Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Keith 
et al. (US 4,764,378) in view of Inoue et al. (US 4,772,470) as applied to claims 28-29, 
31, 33-35, and 38-40 above, and further in view of Stanley et al. (US 5,783,207). The 
rejection is maintained and applied to new claims 52. 

Applicant has not supplied an argument or has not made reference to the 
previously filed remarks in the After final amendment filed May 4, 2007 in view of the 
Examiner's remarks in the Advisory Action, therefore the rejection is maintained. 

5) Claims 36-37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keith et al. (US 4,764,378) in view of Inoue et al. (US 4,772,470) as applied to claims 
28-29, 31, 33-35, and 38-40 above, and further in view of Story et al. (US 4,944,949). 
The rejection is maintained. 

Applicant has not supplied an argument or has not made reference to the 
previously filed remarks in the After final amendment filed May 4, 2007 in view of the 
Examiner's remarks in the Advisory Action, therefore the rejection is maintained. 

Claims 10-31, 33-40 and 52-56 are rejected. 
Claim 32 is cancelled. 
No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lezah W. Roberts whose telephone number is 571-272- 
1071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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